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Food and Drug Administration
13903 New Hampshire Avenue
Document Mail Center-W0O66-G609
Silver Spring, MD 20993-0002

TREK Diagnostics Systems, Ltd.
Clo Cindy Knapp
Director of US regulatory and Global Clinical Affairs
982 Kevnote Circle, Suite 6
Cleveland OH 44131
SEP 27 201
Re: K110383
Trade/Device Name: OptiRead™
Regulatton Number: 21 CFR 866.1640
Regulation Name: Antimicrobial Susceptibility Test Powder
Regulatory Class: Class [l
Product Code: LRG
Dated: September 16, 2011
Recetved: September 19, 2011

Dear Ms. Knapp:

We have reviewed your Section 510(k) premarkel notification of intent 1o market the device
referenced above and have determined the device is substantiallv equivalent (for the indications
for use staled in the enclosure) to legally marketed predicate devices marketed in interstate
comimerce prior lo May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controfs provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

[f your device is classified (see above) into class Il (Special Controls), it may be subject to such
additional controls. Existing major regulaiions affecting your device can be found in Title 21,
Code of Federal Regulations (CFR), Parts 800 to 895. In addition, FDA may publish further
announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination thai your device complies with other requiremenis of the Act
or any Federal statutes and regulations adminisiered by other Federal agencies. You must
comply with all the AcUs requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Parts 801 and 809); medical device reporting (reporting of
medical device-related adverse events) (21 CFR 803); and good manufacturing practice
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requirements as set forth in the quality sysiems (QS) regulation (21 CFR Part 820). This ieter
with allow vou to begin marketing vour device as described in vour Section 310(k) premarket
notification. The FDA finding of substanual equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus, permits vour device to
proceed o the market.

H you desive specific advice for your device on our labeling regulation (21 CFR Parts 801 and
809), please contact the Office of /i Vitro Diagnostic Device Evaluation and Safety at (301) 796-
5450. Also, please note the regulation entitled, “Misbranding by reference 1o premarket
notification” (21 CFR Part 807.97). For questions regarding the reporting of adverse evenls
under the MDR regulation (21 CFR Part 803), please ¢o 10

hitp://www. [da.sov/Medical Devices/Safeiv/ReportaProblem/de fault.hun for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance,

You may obtain other general information on vour responsibitities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its totl-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

hitp://vwww fda.coviedh/indusirv/support/index luml.

Sincerely yours,

. (0
e .Qf“é:’ﬁzy‘y s
Nl T o f N i

T a o~ -
TR

N ,
ss@HquPnd

Director

Division of Microbiology Devices

Office of In Vitro Diagnostic Device Evaluation and Safety
Center for Devices and Radiological Health

Enclosure



INDICATIONS FOR USE STATEMENT
Sensititre® OptiRead™

510(k) Number (if known):

Device Name:
The Sensititre® OptiRead™

Indications for Use:

The Sensititre® OptiRead™ is intended for use with the Sensititre® MIC or BP Susceptibility
Test System. The Sensititre® OptiRead™ is a fluorescence based detection instrument used to
read Sensititre® MIC or BP Susceptibility plates.

The Sensititre MIC or Breakpoint Susceptibility System is an in vitro diagnostic product for
clinical susceptibility testing of non-fastidious Gram negative organisms.

NOTE: Please refer to the Sensititre ® 18-24 hour MIC or Breakpoint Susceptibility System
package insert or operator’s manual for additional instructions, limitations and references.

This 510(k) is for the addition of: “Sensititre® OptiRead™”

The Sensititre OptiRead is used to read fluorescence values from the Sensititre MIC or BP
Susceptibility Test System for non-fastidious Gram negative organisms. The plate reading on the
OptiRead is initiated via SWIN software and the fluorescence values from the OptiRead are then

transferred back to the SWIN software where the results are generated. A
Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
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